AO 440 (Rev. DC - September 2003) Summons in a Civil Action 



United States district Court 

District of Columbia 

NAPO PHARMACEUTICALS, INC. 
250 E. Grand Avenue, Suite 90, South 
San Francisco, CA 94080-4824 

SUMMONS IN A CIVIL CASE 

V. 



HON. JON W. DUDAS 

Under Secretary of Commerce tor 

intellectual Property and Director of (ha 

United States Patent ard Trademark Office 

Office of General Cewel, United States 

Patent and Trademark Office, 

P.O. Box 15667. Arlington, VA 22215 

Madison Quitting East. Rro 10S20, 600 

Dutany Street, Alexandria, VA 22314 



CA 



Case: 1:08-cv-01542 
Assigned To : Leon, Richard J. 
Assign. Date : 9/5/2008 
Description: Admn. Agency Review 



TO: (Name and address of Defendant) 

Hon. Jon W. Dudas 

c/o Office of General Counsel, United States Patent and 
Trademark Office, P.O. Box 15667, Arlington, VA 22215 
Madison Building East, Rm f 0B20, 600 Dulany Street 
Alexandria, VA 22314 

YOU ARE HEREBY SUMMONED and required to serve on PLAINTIFF'S ATTORNEY (name and address) 

Kevin M. Dinan 

King & Spalding LLP 

1700 Pennsylvania Avenue, NW 

Washington, DC 20006-2706 



an answer to the complaint which is served on you with this summons, within ^ days after service 

of this summons on you, exclusive of the day of service. If you fail to do so, judgment by default will be taken against you for 
the relief demanded in the complaint. Any answer that you serve on the parties to this action must be filed with the Clerk of this 
Court within a reasonable period of time after service. 



NANCY M. MAYER-WHiTTlNGTON SEP - 5 2008 



CLERK DATE 
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RETURN OF SERVICE 



Service of the Summons and complaint was made by me (1) 


DATE 


NAME OF SERVER (PRINT) 


TITLE 



Check one box below to indicate appropriate method of service 



G Served personally upon the defendant. Place where served: 



G Lett copies thereof at the defendant's dwelling house or usual place of abode with a person of suitable age and 
discretion then residing therein. 

Name of person with whom the summons and complaint were left: ' 
G Returned unexecuted: . 



G Other (specify): 



STATEMENT OF SERVICE FEES 



TRAVEL 



SERVICES 



TOTAL 



DECLARATION OF SERVER 



I declare under penalty of perjury under the laws of the United States of America that the foregoing information 
contained in the Return of Service and Statement of Service Fees is true and correct. 



Executed on • m _ mmmm __ mmmm _ 

Date Signature of Server 



Address of Server 



(I) As to who may serve a summons sec Rule 4 of the Federal Rules of Civil Procedure. 



UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 

Nancy M. Mayer-Whittlngton 
Clerk 

NOTICE OF RIGHT TO CONSENT TO TRIAL 
BEFORE UNITED STATES MAGISTRATE JUDGE 

The substantial criminal caseload in this Court and the requirements of the criminal Speedy Trial 
Act frequently result in a delay in the trial of civil cases. Aware of the hardship and expense to the parties 
counsel, and witnesses caused by the delays which are beyond the conlrol of the Court, this notice is to 
advise you of your right to a trial of your case by a United States Magistrate Judge. By statute, 28 U S C 
§ 636(c), Fed.R.Civ.P.73 and Local Rule 502, the parties, by consent, can try their case by means of a 
jury trial or bench trial before a United States Magistrate Judge. Appeals from judgments and final orders 
are taken directly to the United States Court of Appeals for the District of Columbia Circuit, in the same 
manner as an appeal from a judgment of a District Judge in a civil case. 

WHAT IS THE PROCEDURE? 

One of the matters you are required to discuss at the meet-and-confer conference mandated by Local Rule 
206 is whether the case should be assigned to a United States Magistrate Judge for all purposes, including 
trial. 

All parties must consent before the case is assigned to a Magistrate Judge for trial. You may consent at 
any time prior to trial. If you expressly decline to consent or simply Ml to consent early in the case, you 
are not foreclosed from consenting later in the case. However, a prompt election to proceed before a 
Magistrate Judge is encouraged because it will fecilitate a more orderly scheduling of the case. 

Attached is a copy of the "Consent to Proceed Before a United States Magistrate Judge for All Purposes" 
form. Your response should be made to the Clerk of the United States District Court only. 

WHAT IS THE ADVANTAGE? 

The case will be resolved sooner and less expensively. The earlier the parties consent to assigning the case 
to a Magistrate Judge the earlier a firm and certain trial date can be established, even if the case is to be 
tried to a jury. 

Upon the filing of the consent form and with the approval of the District Judge, the case will be assigned 
for all purposes to a Magistrate Judge. 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF COLUMBIA 



NAPO PHARMACEUTICALS, INC. 
250 E. Grand Avenue, Suite 90, South 
San Francisco, CA 94080-4824 

Plaintiff, 

v. 



HON. JON W. DUDAS 

Under Secretary of Commerce for 

Intellectual Property and Director of the 

United States Patent and Trademark Office. 

Office of General Counsel, United States 

Patent and Trademark Office, 

P.O. Box 15667, Arlington, VA 22215 

Madison Building East, Rm 10B20, 600 

Dulany Street, Alexandria, VA 22314 

Defendant. 



Case: 1:08-cv-01542 
Assigned To : Leon, Richard J. 
Assign. Date : 9/5/2008 
Description: Admn. Agency Review 



Plaintiff Napo Pharmaceuticals, Inc. ("Napo"), for its Complaint against the Honorable 
Jon W. Dudas, states as follows: 

NATURE OF THE ACTION 

1 . This is an action by patentee of United States Patent No. 7,34 1 ,744 (the 744 
patent") seeking review of the denial of the correct patent term adjustment for the patent by the 
defendant Director of the United States Patent and Trademark Office ("PTO"). Plaintiff is 
seeking a judgment, pursuant to 35 U.S.C. § 154(b)(4)(A), that the patent term adjustment for the 
'744 patent be changed from 453 days to 1007 days. 

2. This action arises under 35 U.S.C. § 1 54 and the Administrative Procedure Act, 5 
U.S.C. §§ 701-706. 
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THE PARTIES 

3. Plaintiff Napo is a corporation organized under the laws of Delaware, having a 
principal place of business at 250 E. Grand Avenue, Suite 90, South San Francisco, CA 94080- 
4824. 

4. Defendant Jon W. Dudas is the Under Secretary of Commerce for Intellectual 
Property and Director of the PTO, acting in his official capacity. The Director is the head of the 
PTO and is responsible for superintending or performing all duties required by law with respect 
to the granting and issuing of patents, and is designated by statute as the official responsible for 
determining the period of patent term adjustments under 35 U.S.C. § 154. 

JURISDICTION AND VENUE 

5. This Court has jurisdiction to hear this action and is authorized to issue the relief 
sought pursuant to 28 U.S.C. §§ 1331, 1338(a) and 1361, 35 U.S.C. § 154(b)(4)(A) and 5 U.S.C. 
§§ 701-706. 

6. Venue is proper in this district by virtue of 35 U.S.C. § 154(b)(4)(A). 

7. This Complaint is being timely filed in accordance with 35 U.S.C. § 154(b)(4)(A). 

FACTS APPLICABLE TO ALL COUNTS 

8. US patent application serial number 09/712,033 (the "'033 application") was filed 
on November 14, 2000 and issued as the '744 patent on March 11, 2008. The '744 patent is 
attached hereto as Exhibit A. 

9. The inventors of the '744 patent are Edward James Rozhon, Atul S. Khandwala, 
Akram Sabouni, Gul P. Balwani, Jody Wai-Han Chan, and David S. Sesin. 

10. Plaintiff Napo is the assignee of the '744 patent, as evidenced by records recorded 
in the PTO, and is the real party in interest in this case. 
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1 1 . Section 1 54 of 35 U.S.C. requires that the Director of the PTO grant a patent term 
adjustment in accordance with the provisions of section 154(b). Specifically, 35 U.S.C. § 

1 54(b)(3)(D) states that "[t]he Director shall proceed to grant the patent after completion of the 
Director's determination of a patent term adjustment under the procedures established under this 
subsection, notwithstanding any appeal taken by the applicant of such determination," 

1 2. In calculating the patent term adjustment, the Director has to take into account 
PTO delays under 35 U.S.C. § 154(b)(1)(A) and (B), any overlapping periods in the PTO delays 
under 35 U.S.C. § 154(b)(2)(A), and any applicant delays under 35 U.S.C. § 154(b)(2)(C). 

13. Under 35 U.S.C. § 154(b)(4)(A), "[a]n applicant dissatisfied with a determination 
made by the Director under paragraph (3) shall have remedy by a civil action against the Director 
filed in the United States District Court for the District of Columbia within 1 80 days after the 
grant of the patent. Chapter 7 of title 5 shall apply to such action." 

CLAIM FOR RELIEF 

14. The allegations of paragraphs 1-13 are incorporated in this claim for relief as if 
fully set forth. 

1 5. The patent term adjustment for the '744 patent, as determined by the defendant 
under 35 U.S.C. § 154(b), and listed on the face of the '744 patent, is 453 days. (See Ex. A at 
p.l). 

16. The determination of the 453 day patent term adjustment is in error in that 
pursuant to 35 U.S.C. § 154(b)(2)(A), the PTO has miscalculated the overlap of PTO delays 
under 35 U.S.C. § 154(b)(1). The correct patent term adjustment for the '744 patent is 1007 days 
based on the PTO's calculation of 1621 days of combined PTO delay under 35 U.S.C. § 
154(b)(1)(A) and (B), minus 19 days of overlap of PTO delays under 35 U.S.C. § 154(b)(2)(A), 
and minus 595 days of applicant delay under 35 U.S.C. § 154(b)(2)(C). 
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1 7. Under 35 U.S.C. § 1 54(b)( 1 )(A), the PTO has determined that the following 
periods of time are attributable to PTO examination delay: 

a. A period of 554 days under 35 U.S.C. § 1 54(b)(l )(A)(i) (" 1 4 Month Delay") 
due to failure by the PTO to mail an action under 35 U.S.C. § 132 not later 
than 14 months from the actual filing date of the application (i.e., the period 
from January 1 4, 2002 until July 22, 2003). 

b. A period of 19 days under 35 U.S.C. § 154(b)(l)(A)(ii) ("4 Month Delay") 
due to failure by the PTO to mail an action under 35 U.S.C. § 132 not later 
than 4 months from the filing of a reply (i.e., the period from March 2, 2005 to 
March 21, 2005). 

1 8. Under 35 U.S.C. § 1 54(b)(1)(B), the PTO has determined that the following 
period of time is attributable to PTO examination delay: 

a. A period of 1048 days, which is the number of days beginning three years 
from the filing date of the '033 application until the filing of a request for 
continued examination (i.e., from November 14, 2003 until the first RCE was 
filed on September 27, 2006, also referred to as "Three Year Delay"). 

19. The total PTO delay under 35 U.S.C. § 154(b)(1)(A) and (B) is the sum of 14 
Month Delay, 4 Month Delay, and Three Year Delay (i.e., 554 days + 19 days +1048 days) for a 
total of 1621 days. 

20. 35 U.S.C. § 154(b)(2)(A) states that "to the extent ... periods of delay attributable 
to grounds specified in paragraph [154(b)(1)] overlap, the period of any adjustment granted 
under this subsections shall not exceed the actual number of days the issuance of the patent was 
delayed." 
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21. Of the delays attributable to the PTO for the '744 patent, only the 1 9 days of 4 
Month Delay from March 2, 2005 to March 21, 2005 overlap with the Three Year Delay 
(November 14, 2003 until September 27, 2006). This 19-day overlapping period is not included 
in the adjustment sought by the plaintiff. 

22. Thus, upon removal of overlapping days under 35 U.S.C. § 154(b)(2)(A), the 
remaining period of PTO delay is 1602 days (/.e., 554 days of 14 Month Delay + 19 days of 4 
Month Delay + 1048 days of Three Year Delay - 19 days of overlap). 

23. Under 35 U.S.C. § 154(b)(2)(C), the remaining period of PTO delay is reduced by 
the period of applicant delay, which is 595 days as determined by the PTO. 

24. Accordingly, the correct patent term adjustment under 35 U.S.C. § 154(b)(1) and 
(2) is 1007 days which is the difference between the period of non-overlapping PTO delay (1602 
days) and the period of applicant delay (595 days). 

25. The PTO arrived at the incorrect 453 day patent term adjustment by 
miscalculating the overlap under 35 U.S.C. § 154(b)(2)(A) for PTO delays under 35 U.S.C. § 
154(b)(1). The PTO incorrectly determined that both the 14 Month Delay and the 4 Month 
Delay overlap with the Three Year Delay to arrive at a period of 1048 days of non-overlapping 
PTO delay (/.*?., 554 days of 14 Month Delay + 19 days of 4 Month Delay + 1048 days of Three 
Year Delay - 573 days of overlap = 1048 days). Upon further subtraction of the period of 
applicant delay (i.e., 1048 days - 595 days), the PTO erroneously calculated a patent term 
adjustment of 453 days. 

26. The PTO erred in its interpretation and determination under 35 U.S.C. § 
154(b)(2)(A) that the 14 Month Delay (i.e., January 14, 2002 until July 22, 2003) overlaps with 
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the Three Year Delay (i.e., November 14, 2003 until September 27, 2006), and its corresponding 
excessive reduction by 554 days of the patent term adjustment for the '744 patent. 

27. On November 16, 2007, patentee timely filed a Request for Reconsideration of 
Patent Term Adjustment under 37 CFR § 1.705(b) ("Request for Reconsideration") for the '744 
patent, requesting that it be granted a corrected patent term adjustment. The PTO held a decision 
in abeyance until after issuance of the patent to allow a final determination of patent term 
adjustment. On May 6, 2008, patentee timely re-filed a Request for Reconsideration of Patent 
Term Adjustment under 37 CFR § 1.705(d) ("Second Request for Reconsideration") for the '744 
patent, requesting that it be granted a corrected final patent term adjustment of 1007 days based 
on the PTO's calculation of delay under 35 U.S.C. § 154(b)(1)(A) and (B). The Second Request 
for Reconsideration is still pending before the PTO. 

28. The defendant's denial of the full patent term adjustment of 1007 days under 35 
U.S.C. § 154(b) for the '744 patent is arbitrary, capricious, an abuse of discretion, or otherwise 
not in accordance with law and in excess of statutory jurisdiction, authority or limitation. 

WHEREFORE, Plaintiff respectfully prays that this Court: 

29. Issue an Order changing the period of patent term adjustment for the '744 patent 
term from 453 days to 1007 days and requiring defendant to alter the terms of the '744 patent to 
reflect the 1007 day patent term adjustment. 

30. Grant such other and further relief as the nature of the case may admit or require 
and as may be just and equitable. 
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Dated: September 5, 2008 

Respectfully submitted, 



V-« AY\ "^Vkc-^ . 

Kevin M. Dinan (DC Bar No. 406627) 
King & Spalding LLP 
1 700 Pennsylvania Ave 
NW, Suite 200 

Washington, D.C. 20006-2706 
Tel: 202-661-7916 
Fax: 202-626-3737 

Attorney for Plaintiff Napo Pharmaceuticals, Inc. 



Of Counsel: 

Richard C. Pettus 
Margaret B. Brivanlou 
Michael A. Willis 
KING & SPALDING LLP 
1 1 85 Avenue of the Americas 
New York, New York 10036 
Tel: 212-556-2100 
Fax:212-556-2222 
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